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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Summary 

1 . This is the initial Office action based on the application 10/590,204 filed February 
24, 2005; claims priority to application 60/546, 976 filed February 24, 2004. 

2. Claims 1-14 are pending and have been fully considered. 

Priority 

3. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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6. Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over U. 

S. Patent Application Publication 2004/0103130 (IVANISEVIC et al.) in view of 

"Improved measures of quality for the atomic pair distribution function," J. Appl. Cryst. 

36, pp. 53-64 (PETERSON et al.). 

Instant claim 1 requires a method comprised of providing a first and second 
sample PDF trace of a substance, comparison of the PDF traces to determine 
whether the substances of the samples have the same or different solid forms. 
IVANISEVIC et al. discloses in claim 1 a method of analyzing diffraction patterns 
comprised of receiving up to three diffraction patterns and determining similarities 
between them. IVANISEVIC et al. also discloses that diffraction can be used to 
determine if variations in solid forms are present in solids in paragraph [0003] of 
the Background Section. IVANISEVIC et al. does not appear to explicitly 
disclose the use of atomic pair distribution function, "PDF", for analysis of solid 
forms. However, PETERSON et al. discloses in the Introduction Section on 
pages 53-54 that PDF data can be produced using x-ray diffraction data in 
conjunction with calculations. IVANISEVIC et al. and PETERSON et al. are 
analogous art because they are from the same field of endeavor of analyzing 
solid forms of substances. At the time of the invention, it would have been 
obvious to one of ordinary skill in the art to use the diffraction patterns of 
IVANISEVIC et al. with the computations of PETERSON et al. to produce PDF 
data to analyze solid forms. The motivation would have been to improve the 
processing of the data collected by x-ray diffraction, as stated in the first 
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paragraph of the Introduction Section of PETERSON et al. Therefore, the 
invention as a whole would have been prima facie obvious to one of ordinary skill 
in the art at the time the invention was made. 

Instant claim 2 requires the substance being analyzed is a chemical compound. 
IVANISEVIC et al. discloses in paragraph [0003] the invention can be used to 
identify new solid forms of compounds and elements. 

Instant claim 3 requires the substance is a pharmaceutical compound. 
IVANISEVIC et al. discloses in paragraph [0060] that the invention can be used 
to identify solid forms of drugs, a material made of pharmaceutical compounds. 

Instant claim 4 requires the pharmaceutical compound is a pharmaceutically 
acceptable salt. Paragraph [0003] in the Background Section of IVANISEVIC et 
al. discloses the analysis of salts. 

Instant claim 5 requires the substance is a mixture of two or more chemical 
compounds. Instant claim 6 requires the substance is a cocrystal. Instant claim 
7 requires a compound in the mixture is water and the substance is a hydrate. 
Paragraph [0061] in IVANISEVIC et al. discloses a variety of crystalline sample 
materials that encompass the limitations of instant claims 5-7. 
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Instant claim 8 requires the analysis of a substance of at least one sample that is 
a disordered crystalline and the PDF comparison method of the instant 
application. In IVANISEVIC et al., paragraph [0061] discloses a variety of 
crystalline sample materials and pages 8-9 discloses a method for analysis 
involving disorder, and PETERSON et al. discloses in the Introduction Section on 
pages 53-54 that PDF data can be produced using x-ray diffraction data in 
conjunction with calculations. 

Instant claim 9 requires the solid form of a substance of the first or second 
sample is a known solid form of the substance. IVANISEVIC et al. discloses in 
claim 1 a method of analyzing diffraction patterns comprised of receiving up to 
three diffraction patterns and determining similarities between them. 
IVANISEVIC et al. also discloses that diffraction can be used to determine if 
variations in solid forms are present in solids in paragraph [0003] of the 
Background Section. PETERSON et al. discloses in the Introduction Section on 
pages 53-54 that PDF data can be produced using x-ray diffraction data in 
conjunction with calculations. The combination of the arts from IVANISEVIC et 
al. and PETERSON et al. would be indiscriminant of whether the solid forms are 
known or unknown. 

Instant claim 10 requires at least one of the PDF traces is calculated from a 
composite x-ray powder diffraction pattern derived from two or more measured x- 
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ray powder diffraction patterns of the sample. PETERSON et al. discloses on 
page 54 in the first full paragraph a technique of combining multiple diffraction 
patterns for analysis. 

Instant claim 1 1 requires a method of screening new solid forms of a substance 
comprised of providing a PDF trace of each of a plurality of test samples of a 
substance, one or more PDF traces of known solid forms of the substance, and 
comparing the PDF traces of one or more of the test samples to one or more of 
the PDF traces of known solid forms to identify any substances in the test 
samples that have a new solid form. IVANISEVIC et al. discloses in claim 1 a 
method of analyzing diffraction patterns comprised of receiving up to three 
diffraction patterns and determining similarities between them. IVANISEVIC et 
al. also discloses that diffraction can be used to determine if variations in solid 
forms are present in solids in paragraph [0003] of the Background Section. 
PETERSON et al. discloses in the Introduction Section on pages 53-54 that PDF 
data can be produced using x-ray diffraction data in conjunction with calculations. 
The combination of the arts from IVANISEVIC et al. and PETERSON et al. would 
be indiscriminant of whether the solid forms are known or unknown. 

Instant claim 12 requires a method comprised of providing a PDF trace of each of 
a plurality of test samples of a substance, and grouping the plurality of PDF 
traces of the substance by similarity into two or more groups through hierarchical 
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cluster analysis. IVANISEVIC et al. initially discloses in the Abstract and 
Summary Section on pages 1-2 methods of analyzing using diffraction patterns 
that can come from an x-ray diffraction technique and then using hierarchical 
cluster analysis. PETERSON et al. discloses in the Introduction Section on 
pages 53-54 that PDF data can be produced using x-ray diffraction data in 
conjunction with calculations. 

Instant claim 13 requires a system comprised of a means for providing a PDF 
trace of a first and second sample of a substance, and a means for comparing 
the PDF traces to determine whether the first and second substances of the 
sample have the same or different solid forms. IVANISEVIC et al. discloses in 
claim 48 a system that collects diffraction patterns, and then compares diffraction 
patterns for similarities. IVANISEVIC et al. also discloses that diffraction can be 
used to determine if variations in solid forms are present in solids in paragraph 
[0003] of the Background Section. PETERSON et al. discloses in the 
Introduction Section on pages 53-54 that PDF data can be produced using x-ray 
diffraction data in conjunction with calculations. 

Instant claim 14 requires the use of a computer-readable medium. Paragraph 
[0143] of IVANISEVIC et al. discloses the use computer-readable media. 
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Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. W.O. 2004/013622 Al discloses the same invention as U. S. 
2004/0103130 (IVANISEVIC et al.). 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRYAN T. KILPATRICK whose telephone number is 
(571)270-5553. The examiner can normally be reached on Mon - Fri (alt Fri off); 8:00 
am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Barbara Gilliam can be reached on 571-272-1330. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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